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DEPARTMEhfT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

INVESTIGATIONAL NEW DRUG APPLICATION (IND) 

frmE2h CODE of federal begula noNs (Cfb) part 312) 



1, NAME OF SPONSOR 

BioPorl Corporalion 



3, ADOHESS (Number, Street, Gty, Stale and Zip Code} 

3500 N. Martin Luther King, Jr, Boulevard 

Lansing. MI 48906 



5, NAME(SJ OF DRUG (tndude aii avaitabh n^mos: Tmde. Genenc, Cr^etnical, Code) 

Anthrax Vaccine Adsorbed 



Fom Appruved: OMB No, 0910-0014, 
Expifston Date: December 31. 1999 
Soe OMB Stat&menf on Re^/^erse. 



NOTE: No dmg may be shipped or dinjcal 
investJgalion begun until an jND for Iha: 
invesligation is in etioct {21 CFR 312,40) 



2. DATE OF SUeWtSSION 



TELEPHONE NUMBER 
(lnciod& Ansa Code) 

(517)335-8540 



6. WD Ul\\A^^F{ (tf pr»vk>usfy asstgnod) 

BB-IND 6347 



7 )NDlCATiON(S) (Cov^md by this svbimsshn) 

inhalation Anthrax 



a. PHASE{S) OF CLJNICAL INVESTIGATION TO BE CONDUCTED; 



□ PHASE 1 □ PHASE 2 PHASE 3 Q OTHER 



(Spodfy) 



9, LIST NUMBERS OF ALL INVESTIGATIONAL NEW DBUG APPUCATIONS (21 CFR Part 312), NEW DRUG OR AhfTIBtOTlC APPLICATIONS 
(2J CFR PBd 374), DRUG MASTER FILES 72/ CFR Part 3U.420). AND PRODUCT UCENSE APPUCATIONS (21 CFR Part 601) REFERRED 
TO IN THIS APPLICATION. 



Establishment License #99 
DBS-IND 180 

BB^MF 5052 



BB-IND3723 



ARCHIVAL 



10. IND submission siiouid be consecutiveiy numbered^ The infUa! IND siioufd be numbered 
'Serisi number: 000,' The next submission (e.g.^ amendment, report or correspondence) 
siiouid be numtyered 'Seriai Number: 001,' Subsequent submissions should be 
numbered consBCUtlvely in the order In which they are submitted. 



SERIAL NUMBER 

O03. 



1 1 . TVIJS SUBMI^ION CONTAINS THE FOaOWING: (O^&ck JiXf Tw/ appiy) 

f] INITIAL INVESTIGATIONAL NEW DRUG APfUCATlON (IND) 



PROTOCOL AMENDMENT(SJ: 

□ NEW PROTOCOL 

□ CHANGE IN PROTOCOL 
Q NEW INVESTIGATOR 



INFORMATION AMENDMEhrr{S): 

n CHEMISTBY/WICROBIOLOGY 
D PHARMACOLOGY/TOXICOLOGY 
n CLINICAL 



n RESPONSE TO CLINICAL HOLD 
INO SAFETY REPOftT(S): 

□ INITIAL WRHTEN REPORT 

O FOLLOW-UP TO A WRrTTEN REPORT 



Q RESPONSE TO FDA REQUEST FOR INFORMATION 

□ REQUEST FOR REINSTATEMENT OF IND THAT IS WITHDRAWN. 
INACTIVATED. TERMINATED OR DISCOhfTlNUED 



□ ANNUAL REPORT Q GENERAL CORRESPONDENCE 

OTMER Meeting Minutes. 15 December 1996 

tSpectfy) 



CHECK ONLY IF APPUCABLE 



JUSTIFICATION STATEMENT MUST BE SUBHmHD WTTH APPUCATION FOR ANY CHECKED BELOW, REFER TO THE OTEO CFR 
SECTION FOR FURTHER INFORMATION. vincxHicuwn 

QtBEATMENT IND 21 CFR3iaL35(b) □ TREATMENT PROTOCOL 21 CFR 3li36(») □ CHARQE REQUEBT/HOTIFI CATION 21 CFmi2.7(d) 



FOR FDA USE ONLY 



riDFtrt)BINDfl>GO RECEIPT STAMP 



r 



(.-.wtiVivD 



FORM FDA ASJ-X-ttfarTf 



rRFP/DCC 



ODR RECEIPT STAMP - 



DIVISION ASSIGNMENT: 



IND NUMBER ASSIGNED: 



PfteVKJUS EDmON tS OBSOLETE. 
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^ 2 CONTEMTS OF APPUCATION 

This application contains the foMowing items: (Check all that apply) 

1 , Form FDA 1 57 1 /-? / CFR 312.23(a)(1)] 

JD 2. Table of Conlenls,/?/ CFR 312.23(a)(2)} 

n 3, tnlrodijclory statement [21 CFR 312.23(3)(3)] 

□ A. General Investigational plan/?/ CFR 312.23(a)(3)] 

□ 5. Invesligalor's brochure [21 CFR 3i 2.23(a)(5)] 
D 6. Protocol(s) (21 CFR 31223(a)(6)] 

D a. Study protocoKs) [21 CFR 312.23(a)(6)] 

D b. Investigator data [21 CFR 31Z23(a)(6)0ii)(b)] qk completed Fonn(s) FDA 1572 

D c. Facilities data [21 CFR 312.23(a)(6)(w)(b)]o< completed Fomi{s) FDA 1572 

D d Institutional Review Board data [21 CFR 312.23(a)(6)(m)(b)]oT completed Fomi(s) FDA 1572 

□ 7, Chemistry, manufacturing, and control data (21 CFR 312.23(B)(7)] 

□ Environmental assessment or daim for exclusion [21 CFR 3 12.23(a)(7) fiv}(e)] 
rn fi. Phannacology and toxicology data [21 CFR 31223(a)(8)] 

□ 9, Previous human experience,/^; CFR 31223(a)(9)] 
010. Additional information [21 CFR 312.23(a)(10)] 



13, IS ANY PART OF nH£ CLINICAL STUDY TO BE CONDUCTED BY A CONTRACT RESEARCH OflGANtZATlOW? 0YES Q NO 

IF YES, WILL ANY SPONSOR OBLlGATiONS BE TRANSFERRED TO THE CONTRACT RESEAHCH ORGANtZATlON? □ YES BnO 

IF YES, ATTACH A STATEMENT CONTAINING THE NAME AND ADDRESS OF THE CONTRACT RESEARCH ORGANIZATION, 
lOENTlFJCATJON OF THE CLINJCAL STUDY. AND A USTING OF THE OBLIGATIONS TRANSFERRED, 



1 4 NAME AND TITLE OF THE PERSON RESPONStBLE FOR MONJTQRfNG THE CONDUCT AND PROGRESS OF THE CLINICAL 

INVESTIGATIONS 

William R. Byrne, M.D. (Medical Monitor) Michael Opiinger, M.Dl (Medical Monitor) 

USAMRMD USAMRIID 

Fort Detrick, MD 21702 Fort Detrick. MD 21702 



1 5. NAME(S) AND TTTLE(S) OF THE PERS0N<S) RESPONStBLE FOR REVIEW AND EVALUATK>N OF INFORMATION RELEVANT TO THE 
SAFETY OF THE DRUG . . : , .. _ 

Phillip R- Pittman. M.D. "^ ^^ "" 

USAMRIID 

Fort Detrick, MD 21702-5011 



I agree not to begin cIlnlcAl Investigations until 30 days after FDA's receipt of the IND unless i receive earlier notmcatton 
by FDA that the studies may begin. J atso agree not to begin or continue clinical Investigations covered by the IND If 
those studies are placed on clinical hold. I agree that an Institutional Review Board (IRB) that compiles with the 
requirements set fourtti In 21 CFR Part 56 will bo responsible lor Initial ami continuing review and approval of each of the 
studies in the proposed clinical Investigation. I agree to conduct the Investigation In accordance with all other applicable 
regulatory requirements. 



16. 



NAME OF SPONSOR OR SPONSOR'S ALTTHOftlZED 
REPRESENTATrVE 



Robert C. Myers, DVM 



18. ADDRESS (Nt^nbor, SinKft^^Otr, Stam Mnd^ Code) 

SioPort Corporation 

3500 N. Martin Luther King, Jr. Boulevard 

Lansing. Ml 43906 



17. SIGNATURE 
REPRES 



OR SPONSORS ALTTHORIZED 




IS. TELEPHONE NUMBER 
(IndudeAraa Code) 

(517) 335-8540 
(517)335-8120 



20. DATE 



^^vm 



(WARNING: A wHlfuHy lalse stalement I s o crimtnaJ off ease, U.SC Trtle 18, SoC- 1001 



Public reponinq burden (or this coUectio of Infoimation is eslimated lo average 1 00 houre i>or ruspons^, indudii^q the lim for revtewthg tnstmctior>s, 
searching existing data sources, garnering and maintaining the data needed, and coflnpleting reviowig iho coHecUon of infonnation Send oommenU: 
regardiiftg this liunden estimate or any other aspect of Ihts collection of inlomtatiorx, including suggestions for teduciog this burden to: 



DHHS Reports Cloarance OHicer 
Paperwork Reduction Proiecl 0910-0014 
Huoert H. Humphrev Buikjina Room 531 -H 
200 Independence Avenue, ^.W, 
Washington, fX: 20201 



'An agerv:y may nolcondud or sponsor, artj a person is xvl required lo respond to, a collect ion 
of information unless it displays a cunrently valid OM8 conlrtl numt>er.* 



Please DO NOT RETURN this appi'tcation to this address. 



FORM FDA 1 57 1 (1/97) 
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r 



MEETING ATTENDANCE LIST 



Meeting between ^^'\oNrc:>^ j^ 



and the 



Center for Biologies Evaluation and Research, 



DATE: \'7^-\^-'^9> Time: \^ <n=^ .Room: \f^\ . ^^U^ ^g) 



NAME Please Print 



-At^otJ^' 



<N\VN*< 



/^r/^ (P//. 




^ £^ 



PhfH^J?. f ffH^ 



^ 



Uuise fi'VI 






^6Wn^4-C. Vvji/^> 



\ J V (I >> I / 1 ^ 



dL 




i/A^S 



(^/C/-r.fyp^/ /^Y- /z^-^.iM^ 






K-}iAU\ kx.^ . - 



AFFILIATION 



''►^^^^z Qj^Qjzy o-^ ^^7^^ vs f\ 



/^^ / kTT^^/S-^ 



sJS^cn'^WS^ 



\)sAr1(^)ll> 



USf^'^^^ « t b 



\ « 






7 



Us>^\'v\fili,n > 



4 



A\'^ 
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